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Rm: Investigate

Dear Sir/Madan
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nal New Drug Application #6859

121 CFR 5312.54 we are enclosing a copy of the inform
by the Institutional Review Board (IRB) at Vanderbilt U
TN, concerning research involving an exception to infor

\a (Attachment 1, presented by the principal investigator,
;hairman of the IRB) and minutes (Attachment 3) from th
lg on March 24, 1997; minutes from the Human Relation
7, 1997 (Attachment 4), the Davidson County Delegation
5), and the Davidson/Williamson County Chapter of Mo

Meeting on April 22, 1997 (Attachment 6); a news releas
wy of the newly enacted federal regulation regarding eme
d consent (Attachment 8) that was sent to the Rural Hosp
tion to the rural hospitals and their community boards, al
ing the release (Attachment 9, 10); an article that appeare
lessean, on April 22, 1997 (Attachment 11); an article th:
ennessean, on April 23, 1997 (Attachment 12); an article
ishville Business Journal, on April 28, 1997 (Attachment
achment 14, 15) and resulting articles that appeared in th(
on March 14, 1997 (Attachment 16) and April 25, 1997 (
tared in a local newspaper, The Tennessean, on April 30,
:e with 21 CFR $312.54, this information is also being S(
5S-0158 in the Dockets Management Branch, In accord:
“mation is also being submitted to the IND file.
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Maulik Nanavat
Director Regula
Blood Substitut(

lent Branch (HFA-305)

Itation by presenting a proposal of the study to the Comn
3). Based on the recommendations of the Community C
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lcy research and waiver of informed consent was sent to
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Attachment 7

high: he said.
—.&__

The nevvsynthetic blood product has a shelf life of more than a year, ~md canbe ha wed for usk

after it is frozexL

“AUyol ‘d have to do is manufacture it, ship it over on one airplane z d thaw it Ivhen you need

it; Morris said . “If this product is proven to work it may have tremend mls impiit ations for the

xnilitary not far down the road.”

Morris!m.idit is beliwed that the earlier the synthetic blood product isusedth 2better it may

work, If the pr d uct is proven effective, it will more than likely be of k tusebefo re the patients

actually get to thehospital, ●dministered while they are en route, either h a $round or 1ir arnbuhce.

nvene xt step will be to get this product into the pr40spital envim menty Mo * aaid.

For noVV,the question of whether the product works better than Sal3 eisalltl Wt this project

attempts to ansWer.

“It’s m : a question of whether this product serves as a boxcar. W ! know it does. It’s not a

question of wk !therit’s safe. It has &en demonstrated to be safe. The questio~)iscanwe give ih can we

give it early encu gh and can we give it in volumes sufficient enough to save li ?es; Morri ~;said.

‘We”re confident we’re not going to make anyone worse. The qu ?stion is c,.n we makea

significant num E of people better.”

k par t of the new regulations giving research institutions the aut nority to treat gravely ill
.-

patients with investigational drugs or devices in some emergency situatio ;3s withou t their consent,

WC issea Igfeedback from ihe comkmmity. To respond, please contact Vanderbil I‘s Institutional

Revkvv Board at (615)322-2918or fax comments to (615)3432648.

WMC
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DIASPIRIN CROSS LINKED HEMOGLa

s 17-?
md substitute

Carries03Jfgell to the t&sue -
Difiemmtiatc tkom saline

! DOES IT COME FROM?
pi’ Human Blood
Istewtred

Huccd Risk Of VirsdTransmission
3 WE NEED IT?
numa as a Disease

150,000deaths YIYUSA/Yr
*,W disabilities
Trauma Danographfe

Fueswith Human Blood ThsfusicM
SpecificWOCITypes
storagehmes
DiseaseXhnsulilsim

t.dbutes of DCLHb
Univcr$al Donor
storageIkues
Disease ‘hnsmksion

FE?
udledihpatienfs for4yaars

~bytheFDA
wfwedbys 25 ~
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open HMrt surgery
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ok At A &uup of Severd’yln@ed Pathnts

rrl shock
With40Y. MortaIity

43 Purpose
To Srabilin ShOCk

To improve Patieat Outcame
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7n e End’points
Decreased Dat?I Rate
Decreased Complication Rate
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,onSent wiii Be OIItainedMPOssLbIe
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4(IYopredicted morta!ify

t rust hmwene Oar&

concept of physiilogfc res-e
Fi#tlUm NUtiias

Frchospital
SUMM NW
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Xtissafe
It is efktive in Active surgery.. ..

%

d@iow me time has come fo tind ouzHit & othc
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CY RESEARCH AND WAIVER OF COIVSE

er 2.1998, the U.S. Food and Drug Administration
Mhand Human Septices (HHS) issued a new regul

onal Review BoaRIs (IRB) the aIthtMy to vvah
consent uirements in some very specillc emergency mom/acute ~

rsguktkm appfies to a limited class of msea~
involvingh subjects who are in need of emergency medical intel

consen( have a We-threatening medical t
person to reprasent them.

is to allowreward [n Iife-thmatenins
able treatments am unproveo or unsatisfactoryand where

to obtain Informed oonse@ wM. estabtistkg additional proteedons ti
and ethical studies. The new tqdation went into effeot November 1,

COMMUhJlIY CONSULTATION:7he FDAmd iii-iS reco@-&ethats
threaterkf axwliions who can neithergiveinformedcmsent nor refi
in a vutnen able position and are Inneed of additional pmtactive mess
their safety and wetfam. The newregulationrequioesthat additionalf
taken by v e medical center NWwhen whrwing, approving, and mon
Yhe IRB wi J review a spedfic nwWI pfotti, seek cwnmunky cm
take btoa inskkdon ihe communityresponse to appruve or disapp
pmtoool.

PROPOSE D PROTOCOL The purpose of this research study is to c
effect of D{XHb (DiaspiflnCross4nked Hemoglobin)in the treatmen
m harnlfkf Jeffects of blood loss in s~e~ injured trauma patients. ‘
these path * ww be as hii as 40% despite receiving the best med
available. Patients who have experienceda severe kaumatic iqjury a
shook due to exoessh bloodloss. Shockcannot always ha treated I
therapies. DCLiib Is a pudfied human hemoglobinsoktion. DtX=lb ~
and may inIpmva oxygan detiry to vitalorgans, reversingthe effect
may allow ~orincreased survival and complete mcovmy of more patie
severely Iq Umd.

me p~: *of this research studyIsto determinehow weiJthe new i

solution vvorks In treating or preventingthe harmfuleffects of blood 10
i~ury. N&ionwhde,approximately850 patientsW-IItake part m thiss
mnkimi. A pwodmately 4 patients will take part at VandeMt MediG

costs of the rasemh will be covered by Baxter International. DCLiit
appruved”~ research withnon-traumapatknts whoare able to provic

BBIND #6859-012
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,Minutes -CO1
March 24, 1S

,l&smE hi:
Ciinton, Tcrr
MarilynYag[

1.

2.

‘3.

;4...——.=

5,

6,

7*

8.

9,

Rcvkwti
W97d 1

Dr. John
Hanoglo
HcalthcaJ

Rev. she

Dr.Vatt
wasiinm
aware of
dissemh
to addrcs
informati

Discussic
$tatktiCal

Ms. Nma
mayhaw
backtov

Ms. Man

Dr. Muq
Dr. Vad
should PI

Xhoussic

inreachil

followed

InUnitycommittee
7

Wagner,David Sewcl.JEllis,DonaldBlanto~ R&cl Sh(
Kopansky, Barbara Murphy,~ NiiO~ bona Marx,

, Viginia Wdcy,(hrol~ Hall

enk@ MSN, RN, John Mo& MD

minutesanddiscwodmectingtimeanddatc. Ncxtrncc
:OQnoorLl%emeeting roomtobeannounood atalater

lords presented proposed resear~%c Ei5cacy TriaIc
in(DCLHbW)inthe‘kitmcnt of severe Traumatic He
Corporation), to the committee.

frsisedissues regardingtherisksassodatd with-1

ISraised the issue regardingcostsrelated to the study an
ialiyliablefor those costs. A questionwhether the conu
xmtsissueswasdkxscdandit wasdetermkd-thatthi
cd to the cmununity in Mum prcseI@ons. The Cornn
the issue that healthcaremust be cffbctiveand costd!k
nto the canmunity-at-large.

followed about the demographicsand the study popula
Tmales 18-35years of age area typica!population seen

raised the issuethat this study maypotentially prolong
xxx outcomes. Dr. Mods stated that 2/3 of previous i
)rkwithin a year, thus indicating8 potential bend horn

clarifiedthe purpose of the data monitoringboard*

yaskedforconouns thatthccommunity membcrsmay
sraisedthe conccrn of thewaivcrofcxmsentinrcsearc
vent the proposed research from being presented tooth

Iabout prospective groups to target fir oommunitynod
~the rural sectionsof the area send by the Vanderbilt1
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,1~z+hvi#e Me o Human Relations Committee
Z222 Aven North
~ashville, TN

$:15-5:25 P

!

rAtt~ees: Be Nixonj Marilyn Yeager, Judy Jenkins, R.N., M.S.N., J(
Wrginia Wile

~~ 1
~e~ Nixon” tioduced the group. A brief ovemiew about the newly en
~mergcncyres arch and waiver of oonseni was presented by Virginia W

) rc?sentedan o ewiew of his proposed research including Mormation al
@cs and bene ts and contact information for questions or comments.
!’

me Comrnitt members had questions about the source of the solution
h

‘1

em was one question regarding the study design. The Committeeme
he research d expressed no concerns or indications to prevent the stu

RN.

()$
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April 21, 19

I

, Davidson Co ty Delegation Meeting
; 2:OOpm

i

Presentation f IRB # 8618- The Effkacy Trial of Diaspiri.nCross Lin
(DCLHbw) the Treatment of Severe Traumatic Hemorrhagic Shock
Corporation)by Dr. John Morns, Jr. To the Davidson County Delegati
Room 30 of e LegislativePlaza.

BettyNixon ave a brief introduction to the purpose of attending the I
the speakers . John Morns, Jr. and Virginia Wiley. Viginia Wiley
of the new e ergencyresearch and waiver of consent regulation. Dr. 1
overviewof “sresearch study to include information about the purpos
and contact” ormation if individuals had comments or questions.

1’
Questions ii m the Delegationmembers dealt with issues about the so

~answered by r. Morns. There were no additional comments.

Virginia Wil y~

w
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April 22, 997

MADD Mee”

Y

@ Hillsboro PresbyterianChurch, 7:30pm

,4=

nu3#8618,71e EfficacyTti of DiaspirinCross-LinkedHemoglobin (1
~reatment of Swere TraumaticHemomhagicShock (TIM 95.1)

co mments of Earticitxmtsat meetirmto inform cmmmmitvof nrormsedn

1.

2.

3.

4.

a=% 5.

6

7.

8.

9.

Raised quehons about side effkctsto the investigationalproduct. Cl,
effects and what the worse possible side effects.

Questionedthe source of the DCLHb.

Is the participation voluntaryand may the subject withdraw.

Asked for cclarificationof the order of consent or informing of subjecl

Raised quetion whether or not participationin the study would affec
and/or procedures.

Raised questionif a toxicologyscreenwould be masked or altered by
product.

Raised quc$t.ionif the this investigationalproduct would artificially 1(
level.

Raised questionas to whether or not this investigationalproduct COU1
benefits to ~comatosesubjects.

Reviewedinclusion criteria followingseveralrefmnccs to personal (
audience.

—_

BBIND #6859-012
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VAN
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b@d pIOdUCt on

The new

excessive blood 1(

d@ermine if it is
..~> m Upcc

the authority to

si@tions withot

The apt

hpmanhernoglo

~tiC blood ~

@man red blow

h$patitis and Al

e@rgency depa

The Indl

aqandard of treal

-ma Sk

●@rdstmion o!,
Ogsurgery, and

t$e study MU IN

o{,Trauma.,,
Before b

__—= t$w of blood i:

..— —

ice of News and Public Affairs

T

one (615)

)ERBILT TO TEST SYNIHETI

T

C BLOOD , ODU(

University Medical Center’s trauma center is gearing up to test a s

?w@y injured patients.

rwestigational product will be administered to patients who are in

5. VUMC is one of 3S health care centers across the country testing the n

viable alternative to saline infdon the standard treatmer t.

kg trial falls under recently adopted federal regulations gh ing resear(

eat gravely U patients with investigational drugs or dev ices in son

their consent (see VUMC Reporter, March14).

tiC blood pXOdUCt, ded hspirin cross-hked Hemoglob in (DCLHb

n solution Hemoglobin is the protein in red bkxxl cells ‘hat carriei

xhJ@ which has already been proven safe in prior studies, is prepared

Ma from volunteer donors who have been tested negative fvrthevim

S. Unlike blood, it does not need to be aoss-matched an ! is eastiy

nent so that it is available as soon as the patient arrives.

=nter study will compare the use of the qmthetic blood proc‘lxttosali

ent when blood is not readily available.

y is designed to try to identify the very sickest people w m can be

i blood substitute when blood is not available,” said Dr. JohI A. Morri

e prkipal investigator of the Vanderbilt poxtion of the stu liy.Alsop

udy Jenkins, RNv M.SN., clinical nurse specldst and ~ maria ger ~

d can be given to a patient, the patient must be cross-ma rhed so tl

@vein Morris explained. Giving a patient the wrong

1

blood C
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mistake: Morn
~ G3ss-n

in shock he saii

Whena

vital organs am

function and *

“The raI

length of time

therapy we can

A breatl

there has to b

hemoglobin.

“ham

explained.“Hen

But blw

“Ifwel

boxcar, we cou

Morris said.
_—-- Currenl

rapid infusionc

of blood to repl,

Thena

trauma centers.

only th

___

said.

khing can take up to 45 minutes, time that is not available v ..\en an inj

1
atient is in shock the body is unable to deliver enough blOod and oxyg~

tissues, Morris @ained. Because of this, the vital organs xlay no lom

>atientmay die. About 15(LooOpeople die each year due to tra nma injuri

ges of shock are dependent upon two things — the rnagnitt de of the

efore the patient gek therapy for that injury.” Morris sai i. ‘l%e m

ive people is the ability to get oxygen to the tissues,” Morris ~aid.

ng tube can deliver oxygen &om the air to the blood, Mofis ~id.But W

a method by which oxygen is carried to the tissues. Th itisthel

rmal situatioq the boxcar that delivers oxygen is call ed hemogl

@ohk&~tiofwbtabld~~onbda ‘~ut.”

[transfusions take time to prepare.

d something to give patients in the first 45 rninutq that ~ ould cany

shorten the time they are without enough oxygen to the tixlles. An

r, when it is not feasib]e to wait for blood to be give- the t mtment <

large volumes of saline to replacefluid loss due to injury, foIowedby

e the fluid and blood loss.

I

nwide study will involve approximately 850 severely inj ned pati

bout 20 to 30 patients will be involved at each institution.

●t the greatest risk of death can be considered for the stu dy. Patients

male or female a ad must be at least 18. Patients with severe head injuries or I $Qhose hear

inthehospitalw ,Y not be entered into the study.

The stud,‘fpartidpants will be randomized. Some wiU remive the new synthetic b

Some will receiv e an equal amount of saline. AU will receive standard ther apiea in af

investigational pl Vduct. lhe order of assignment willbe detemhed before the patien~ al

the study so ne ither the patients nor the patients’ physician can choose v ihich SOIU

Possible risks assOciated with the synthetic Mood product include a tempera 1y yellowir

rd discoloration of the urine that does not affect kidney functi~ abdominal a iunps and

bloodpressure,a desired effect inapatientsufhinghomshock.

Monis aaid the implications of the study are important for several reaScms.

“It’s ilnp( ~rtant to the people of Tennessee for several reasons. This is a rural
___

transport time t{~definitive care is relatively long. Consequently the risks (of shock

BBTND #6859-012
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Li“w informed
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#d@ionalpro

—.— #arch cond~
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or unsatid
obtaining
Theresa
Tbe rcsau
Con5ultati
oome
There mu
of tbe atlld
At comp!(
population
Additions
applicatia
Commiw
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n_.

Emergency Research and Wdver of Consent
~A 21 Part 5024, IMEM 45 CFRPati 46,491 I

996, ( Federal - Vo!. 61, No. 192, pp. 51498-!5
(FDA)smdthc D&ncntofHcaMandHurnan
nglnStitutional Rcvicw Boards tllc8utbority tow dW info
aomc aoutccam Clinioalinvestigations. 71Wnew egadlu*ionappli
Jlactivitiesi nvowghumana ubjcotswhoarcfnrw of emq
Uwboarc unabkto giveinfbrmcd oonscntandhvca W4hrcal
do do not have a legally“authorkd person to mpcscnt them, n

isto alkw researchon MMmtdng conditions fw WI Ik13avaih
r unsatkfhotory and where it is not possible to obtain M’OrmedI
Mod ~tWtiOllS to provide fw safe and ethical atudiM, Tl?cl
November ], 1996.

DHHS recognize that aubjccts with life-thatenhg co ●tions w

L

consent nor refbse enrollment arc in a vuhmbk posi ‘on and [
ztivc measures to ensure their safety and wclfhre. The new rcgu
ztive measures be taken by the IRB when reviewing, Vinga
,4 1A.

I
requiresthat the IIW mustfind and document the follow&;
h involves ● Efdmatcning situation and available trea

onsentis not faible
IIis ofpotcntial direct bcntit to the subject

merit isc

hcannotbe practically carried out without waiver of

?

M
nwith representativestim the communities tim whkh aubja

be public disclosureto the communityof tbc risks and o the bcnef
priorto initiation
ionoftbe study, thcrcbc public diaolosurcof the

‘1
-M(

!Indthcresuh
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alra. Wtkutional Review Boxrd

I

CC 3322Medical Cen!er Nordr
II-. Nashville. TN 37232-2103

(6JS)32 2918 Fax: (615) 343-2447
E-mail: irb@mcmail.wmderbilt.edu

May23,1997

SusaqVeale

i

RuraJ‘~ospital As ciation
5th F~oor, Cordell ull Building
Nash+llc, TN 3721

7RE News Rel e to be Distributedto the Rural HospitalAssociation I
Dear $4s.Veale: I

-:$l=~e=~f~epro~~r$~i=~

q YOUfor your phwe. I qologize for the delay in sending the info ation. A ched please
find alcopy of the n ws rekse that BettyNixon and I have spoken with you out. We ould like to
distri ute the news release and the one-page summary about the newly
reg ing emergent research and waiver of consent to the rural hospitals s cd by e Vanderbilt
UIUv~lty Traum Center to sohclt fixd back from the comrnumty about the study m the news

~e new egulation requires that the communities born which bjects y come, be
--= MO :C()about the

~tity sou t befor; the researchmaybe initiated.

f 11
The @ribution to e rural hospital association is a part of the cxmununity warenes requirement
for t+ study in e news release which is cunently in the process of ing revi wed by the
insti~tiqnal Revi Board office at Vanderbilt. Responses regarding this pr pal ma be directed
to the~@@tional eview Board Offke at Vanderbilt.

InstitutionalReviewBoard
VanderbiltUniversity

CCC3322, MedicalCenterNorth
Nashville,TN 37232-2103

(615)322-2918
fax (615)343-2648

(mail) irb@mcmail.vanderMtAu

If you,have
this q.atter.

_- 1 11
questio , please f~l iiee to contactme at 322-2918. Thank you or your istance with

-..—.—.———- 1 BBIND #6859-012 I I Page 13



Vcale, Susan
May 23,1997

‘~ Page 2

,-- ~

With best regards, Ilam
I

Sincerely,
. . .

%- 3VirginiaWiley, IL .
‘Director,Institution Review Board

cc: BettyNixon
MarilynYagcr
John A Morns, Jr., M.D.

Attachments

.—–.
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@kindeikilt Uni-;ksityMedicalCen~ IAttachrnentlo

Vice.Cb)acellor for Health

r

airs- lnsdtutiooal Review Board

I

CC -3322 Medical Center Nonh

Nashville. TN 37232-2103
---- p,

(615) 32-2918 Fa*” {615) 343-2447
E-mail hb@mcmail.vandctiilt.du

May ~3, 1997

1
To WhomIt May C nccnx

4 11
Attachedplease fin a one page summary of newly enacted fderal regulatio s regar “ g emergency
res+h and waiverof consent and a news release about a proposedresearch udy whit falls within
this VW catego of research.

The ~y mgulatiolI which was issued by the Food and Drug Adminislration @l)

&

A) and the
llep , ,ent of He&th and Human ScAcs (DHHS) @VCS hStitUtiOnd kVkW Bo

L

autho, “ty to waive Id ormed consent requirements in some acute care clinic
new ~g$ation applies to a limited class of research activities involving human subjea s who are in
need fe.mergency1mdica! intemntionj but who are unable to give Mormed xmsentan
&

d have a life-

1

g mcdkxdcondition and do not have a legally authorized represent live to rel)resent them,
The ,,~t of the mewregulation is to allow research on life-threatening conditiors for which
avaiJ ihletreatment are unproven or unsatisf~ory and where it is not possible to obttin informed
cons t.

-.ew II

$

The ; +andthe D .iHS recognize that subjects with We-threateningconditio ISwho Cal neither give
info + consent not retie treammt are”in a w.dnersbleposition and are in need ~f additional
prot ‘vemeasuresto ensure their safety and welfkrc. One of theses measures is to ha%e ~’S seek
fd ~ $fromtheci xnmunity-at-largeabout proposedresearchbefore it is ini

y:!

onb+hrilfof the

~~ ! ~ 1{

“ cipai investigator, Dr. John A. Morns, Jr., M.D., of the search dy currently
unde~&iew and e Instit@onal Review Board at VanderW University, would 1“e to request
that t+c attached nc release and summary of the regulation be disseminate to your ospital staffs
and &imunity bo ds for their f~back. Responses from the community can be ected to the
lnst+t$nal Revi Board Officc at Vanderbilt Universityat the followingad ress: .

!,

-- .

—. +—

htitUtiOIld ReviewBoard
Vanderbilt University

CCC 3322, Medical CenterNorth
Nashville, TN 373232-2103

(615)322-2918
Fax (615)343-2648

(email) irb@ncmail.Vanderbilt.edu

BBIND #6859-012 Page 15



.- May23,1997
Page2

—

,- ___ _-

!’Thank you forassstanee tith this matter. If youhavc questions orconc
contactthe Jnstituti nal ReviewBoard OffIce.

sincerely,

T
&y 42

Virginia Wiley,R .
I)irector, Institution ReviewBoard

c John ~ Morrd

Attachments

., M.D.

BBIND #6859-012
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1
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researching
for blood

injuredgunshotand traffic
brought to VanderbUt Uoi.
Cemerwiilheusedba

projeC4withouttheir consenL
o@ined -totbe

Davi @#Mvedelegationby
A Morris Jrmprofessorof aurgq.

and Drug Admink!mtion aad the
of Health and Human Servkxs

mglllations last fallthatgiwmed.
&d authority towaiveinfolmedm
!wnt In e~-,am’
tieng argurdia nwouldhamto

ReviewBot@saidthe Vanderbilt

the co unity about the~riskmd
Yesterday%pnseQta-

fion was
WiU&erminehowweUa

new oglobln solution made by Baxter
pliannaeeutfcal Workstn treat-

eating the effeclaof bhod loss
implies ~ it is a substitutefor

.+ ..__.. ———--

Attachment 1~

(iU4ito f5m@ve blood10s%

4‘ihe pudfied imman hemo@olb mhltion
beusedln thestydyearries oxygen.
-y improveixy#a delkxy t )Vital
IWelW the effects of S&@Caad IIMy
for fmeagedsurvlval of theam fxelytraumt
thxxlpatleag he said.■
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we raisesethics debatx
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A. Whdemodcanias

ktbethef lmbloodswitutet
reacb Pbase RI FDAtrialsafxarI
b#ol!&f#Jm#y&m f!ife!&

-XrMx’eaalnalnm tncludlr

oalytbeai&es traumapatkw
-lboaewbaeanvesdependaag!
UogbloodtmmkbaalM!4ble-will&&Yd
leaeamh ADdevea after*
getH- etfarla fcir cuaae
Wmcondaue chlcehf-ti
~*~hm*a
tJoo co WItbdraw.

‘I’he FDAmkare@remedk
Cxotera ddagriseambundertl
Uewguideumt oletthecommul
tyknowarid801k3&iIlpWv-
b$sdmet6at UlraughPIWaaUo
totbe M4rolhunaamk!looacoI
---mmfi
teS*a Matbem@MDrw
mm

7bemare noeasyculawemto
latottbe qWs&kmatbatwiul
ralse4” add Dr. Rkbard Zaner,
vanderbut expeRoa Inedkaa
its.

“IEia was tbe end praduci of
Verylong process toaeeiftiak
way to do for people who are au
jects of traumatic aeeldents wb
wecando foroWrpe@e-m(
reseambto keep improving the w
we treat them.” J
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before.w
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serveas
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document
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invest$gx
approval
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represent
bocausc
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‘ federal regulation givizIg msewch instititims the ,AJthoritj

f ill patients with invcetigational &ugs or devic SS b s{
situations without their consent is being impl omerrtcd
Jnived.ty Medical Center.
overnnmnt’s guidelines apply to a lirnkl class 01 rcsti

those rnvolvlng pemorM in desparate need of p xsible ‘
tlent but who arc unable to give consent and hav 2 Ua fa,l

to legally represent therm
umxnunity-at-kge must now bc made swam of the spa
Jug propose~w sdd Virgkla Wfley, ~rtitor ~Jf W-h
Review Iloar&

u wlditional step in tbe approval protest;’ she SW “but it
Pp16 will now have awess to cafe they m89 nCKhave

,S. Food and ~ &hIdtdstMtion and U.S. Departmtm of Ht
Scrviccs rcguladfm will come into play whcm
@ arc in a Iife-thrcaten”mgainmtiorq
lablc treatment is either unproven or unsatisfacto~/;
&g Conmnt is not foasiblq
m is potontiaily a direct benefit to tic pati IIlt but
ti~ cannot be admitdstomd without waivmg Oolls
Z is cumndy forming a panelof NashvilleCOmmU.ILty lcadca
liaison betveon the anhwrzdty’$~6tihMb@ Reviet t Board
sectors of &o city. ‘Jlw group W bc rospomiiile for irlforl
community of the f)U~OSC, ~~, benefits and ~ $~ts of

LOXAsafe@uwds have bcon included in the rogulIttiou ca
reporting and remxd-!axphtg, an indopondent datk suottitx

@ futl disclosure of the results and dofnogxapb”=z 1
of the study.

htiy, tlp~V~ by iflStitlltioti~ I’OViCW boards d [Ougbout
I been a rigorous prooess, one that ensures that the pad
proteotd
mtiy, the process for revhwing amexgenoy rcsea ~ch ~mtf
bat the hwest[gator submit n proposal with approp
on to thC IRB,WWiley said,
rovlewwl by the lR13 ancg following $atiafactory M I’polw ~
to rho ooncerru aod lSSUCS raised by the oor lmittae,
uctcndmL

n the mwaxh has involved subjem who could no! give co
s not possiblo to obtaia consent from a legal.y autho
vc, the researcla usually could not be apvrovcd by the
deral reguluions did not permit sesearch witho ~ conser
“ Sk Wlki.
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my Humphrey
%ilt University Medical CantePs tT8utna c(mter is
w synthetic blood produot on sevctely 4ured p~ti{
:W product wiU be aclmMstered to patims who

she blood 10SS.VUMC is one of 35 health care (
testing the new product to dctcrminc if it

~ saline infusion, the wandmd treatment,
pootig trial falls under recently adopted feciera
roh insdtutions the authority to treat gravely iIl

id drugs or devices in some emergency sito.a.t
(see WMC Reporter, Mad 14).

Bynthetic blood ptoduc~ oalled Diaspirin I
m). fi a purified human hemoglobin Go!ution
in k md blood cells thN oarrles oxygen. Tho ay
ch has airoady boon prom ssfe and dfective in
from units of human red blood cells from volt
men tested negative for the viruses that cause
:e bl~ it does not ncod to bc cross-matched :
e emergency department so that it iS av@able as
w%.
mltkmter study will compate the usc of the sy
din% the Currezlt standard C)f treatment when

Iable.
fitudy is de$igned to try to identify the wry skkeg
from tho dmhdstrathm of a blood substitute when
mid Dr. John A. h40r@ JIW pzofcssot of Surg
LVd@tOI of the V~derbUt portion of the
in the study will be Judy Jenkins, IU4w M.&EL,

deasernanager inthcdivision ofl%awm
blood can be given to a paticn~ the patient m

tk dlo COrrW ty~ Of blood 4 f#iVm, MOKi9 -p’

) wrong typo bloodoan be s %@ m“ Mort5
matching at take up to 45 mlu~ time that k
Uti p~Ollt is in shock he Hid.
a patient is in shock the body h unable co d

)Xy@!tU) d! of thC Vit&i or@us an(l tkwucs, halo]
* the vital organa may no longer be able to fw
r die. About 150@O0 people die cad year dl

ravages of shock arc &pcndcnt upon fwo d
of tbe injury and the Icngth of time bcforo the
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*cmpy forl that injury:’ Morns said. ‘The IOO$C important thcrq
give people is the ability to get oxygen to the tisw.ms,l’ Mm-is sz d.

A brt!atldng tube oan dekr oxygen iiom the air to the bl N)(I, MOI
txthL But wvithin the blood there has to be a method by wh!gt Oxygcu
ctu’fied tat he tissues, T’lwt 16 tic hnpQctance of hemtq$obim

% a. nmnal situation, the baxear that delivers oxygcl is call
hcmc@&in ,N Morns explained. Wemoglobln is the business end of what
blood tram htsion k all about.*’

But t lood transfusions take time to pre~am
WW ‘e had 60tocthin/3 WI give patients ill the fmt 4s nkm% ti

would Y OXy~, k. a boxcar, we could ahorton the tin Gthcyl
without ma Ugh oxygen w tho tissues. And that% got@” Morris aadd

Cum ztly, when it k not feasible to wait far Mood to be givq 1
trewment cf choice is tbe rapid infusion of huge volumes af saline
replace flu d loss duo to injuxy, folfowcd by the transfusion ~f blood
replace rh$ fluid an4 blood Iom.

The nationwide study will involve approxhnatoly 8S:1 ~mmd
@ @ tie M mtxta ceims. About 20 to 30 pad{ ml will

involved each hlstitution.
se at the greatest risk of death can be considefed fa 1

ts can be dther male or femab and ❑ ust be d$ least ‘
Patients $.th WJTerO bad injuries or whose hcaxt has stop @ in !

hOsW?ll 1 not be emtemd into tllo study. -—
study partidpants will be randomiti Some @l -eceive 1

now Synthetic bbd product Some will receive an equal mm S,ofasli
The order of asaigtunc.nt will bc determined before tic ~utients /
Cntorcd M o tho study so noithrx the patients nor the patient t physic
can abooso which solution ja gkll.

Mod x said the MpUcations of the study am importaot for awe
reasons.

‘m :hnpommt to the people of Termessee for SWOfd roas ma

antralsta b and the transpd time to definitive am is
xisks of abock am relatively hig~” he said.

ct may also have military applications.
if War, for OX~ph the job of p~$xltittg ft x A&let%

casualties cf up to 10,000 tntn was ~oun~m Morris saidw
Bkw L products, with a shelf ~fe of 30 dsys, had to be tMppeci n

pos.ttt whem they woulddt @X’0 bOfOfe tho hostilities took pla :%
N~ put a significant drain on the civilian blood supply. It Wascos

And it wsu a Iogist$cal nightmarut’ Morris said
‘%na inc the logistics of 10,000 oasualtiet over a week having

~ea#.oss all of these cssn4ties, needing the logistical s!;port w
adrnhister all this blood without Id[ling people by mak

-——.
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le rod”

s said it is believed that the eaflicr the synthetic
bettex it tnay work If the product is proven of

likely be of best use before tbe patkmts actual
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-V.V.WWWIy utwu-ftimcnc X5 n nqor
component of the week of evmb. For
example, Vanderbilt and the
Cumburland Science Museum have

jofrted forces to brhg tlw exhibit
“Changing Your Mind: Drugs and the
13raht,wto Nashville as the first SCOpon its
national tour.The e%hibttruns through
+d 27.

Wc wonld like tohave the mrnmuni-
ty Iearn more about brain research rrrthat
they an apprrxbtc the long-term jnves~
mertta that it takesto makemajor dMcev-
eriea that Jmuacl on mental health ●nd

W.Goabet. ~ vIsle director

FDA, WI spaak Ih theevga
sOn Tue@ay Match18.

HemwdMedical9Ch001.wiM
Why Morlu fty at Night c

Cbck Gena R% .Iallon: 1%(
room 1(4E!4rt!rro(Hauat4rr.

● A oereer day forhighactl
dermwitlbahi ‘Id on Wed
Man%19. Jmna .rnJ. Nordw

brain d&as&T said Glakely,

P

that w need to o more t~
“Lnaeas.k@y we have become aware PUBUC*W ow WQm O’

Consent ... 1Sprmc reporting ● Kord-
keeping. an lndepende data
modtorim cornmktee d WIcwrtirrud@l!@ll *

“M h alsomeans some people
@l now havs actess to cm they

moy not have hodbefore”
The US. Food&d kg

Addniatrariorr
-@ofH-l*d KIJ%
Mcea rqgu.kdionW comeinto
playwhem
●aubject=aminal.if~thraaredng
shuation;
● available tresttrnentis either
unproven or unsitiafactory .
QObtdnlng ConacntIsnot feasfblq .
“tlwnaiSpot4aUy adlreS3bene-
fit k) thepaticnt but th&’hS6g’rP
dcxudtxwmrrentcannotbeadrnim
Nered tithout V@* Conaont.

WMc is LUrre@y forming a
panel of Nashville conwiurdty
Ieaders tome assliaii
betwea the Unhwslqf’s
Institutional Review Board md
h vati ti~ Of the city.%
gruup wiJl k respcm..le for
inform!ns thdr own community
of the purpoSe4rf$ka,benefit$and
R9ultt! 0[ the research.

MdWnal &guards call for

disdoaure’ of the red s and
demogmphia npon mrnpl :~ of’
k study,

Historicdy, approval by ‘*-
tutiord mviewboarda
thecOl@Iy ha$rlnJena
pwQ$%onethatenSufw
patient%righk are

‘Cnrrcntly. the
reviewing tmer

getor submit n w 1 With
iak dOcumrmtat!Ol\ to the

%3F’&ay said.
“l%Uowing tishctuly

Sospodstbythem9t&x rtothc
Ciivsmsand “mueadad ~!%
committee,finalapprtva
cxtcldad.

men .tho reaearc1 lw
immh?edaub~ Who co JIJCInot

@w Cunsantanditwasru tpmd-

bktoobtahconsent from itlq@-
ly authorized reprwentat m the

research Udy could not be
approvedbythexKBbece JSersti-
aral @ationa dld not pmlt t
rrMlr& Without mnsent m UloSt
cases,” she @d. m

I
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m;gnitude of the injury ‘and the
~

the study are im ‘

“f
! ,Ilt for seve .

leneth of time before the patient al reasons.
available as so m as the t patient get; therapy for that i;jury~
arrives. Morris said. ‘The most important

The multi< inter study will therapywe can gfvepeopleis the
compare the us e of the synthetic ability to get oxygen to the tis-

- blood product .O saline, the cur- sues,” Morris said. tivelylong.Co
rent standardof treatment when “In a normal situation, the box-
blood is not MSt ity available. car that deliversoxygenis called said.

‘w study “M d=igned to lTY to hemoglobin,”Morris explained.
identifythe vm-y sickest people “Hemoglobinis the bustnessend itaryapplications.
whocanbenefit hum thesuirninis- of what a bloodtmnafudonis all
tmtionof a bloo3 substitutewhen about.”
blood is nota vailable,”said Dr. But blood transfusions take
John A. tbfoms“ Jr., professor of time to prepare.
SWPY* d *’ principal inl?~t’. “If we had somethingto give
gator of theVSrArbilt portionof patientsinthetit 45 mfnutesthat
the study. ~ I p@c@s~ h would cany oxygem L a boxcar,
the study will be Judy Jmldns, wecotdd shortenthetbnetheyare
R.N. M.S.N.,c inical nurse ape- withoutenoughoxygento thetis-
ciatist and case IWIS&I ill the SUeS. And thd% @d,” Morrfs
divisionofTmUna. said.

&?fOrf2blood can be given to a CurTently, when it is not feasi- mare,”Mods said.
patient the patientmustbe cross- ble to wait for bloodto be given,

matched so thatthecormcttypeof thetmatrnentofchoiceistherapid casualties overa
blood h ghwnj .tionia expfained. infusionof largevohunesofsaline
Givinga patien:the wrong type toreplamfluid iomduetofnjj,
blood can be a “fatal mktske,” followedby a transtiion. to be able w a
Morrksaid. The nationwide study will blocd without

Cmss-rnatchl“ng can takeup to involveapproximately8S0sevgre-
45 minutes,timethat is not avail- ly injuredpatientsat the 35 tram- wliole thing in a
afkwhenanfn ;UrWl patient is h ma cente~. About 20 to 30 rnenb”Mod Ad.
ShOCk he said. patientswilfbe involvedat each The new syn

Whenapsti tmtk in shockthe institution.
Only those at the greate&fik year, and can be

ofdeathcanbe umsideredforthe uaeafterkfa
organs and tissues, Morns study. Patientscan be eithermale
explained. Betause of this, the or femaleand mustbe at least18. ktum ic shipit m eronone air.
vitalOrganamay no longerbeable patfentewithsevereheadinjuries plane end mconsttute it wher
to function and thepatierrt may orwhowheart hesstoppedinthe yOUneediLnMOA :mid.
die.About15(MXO~~~ ee~ hospitalwill not be enteredinto Morris add it is believedths
year due to trauqla * @Y. ~ *dy P@dpts the earlier the Syjathetic blooq

.,.
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Carhg for kids ‘--
Dr. SIQanna Ing, rnedfcal director of Our Kfds, was recentty hon-

Iarr W@ Award from the Exchange Chltd Abuse
Preventton Ce for her work evaluatingand reported suspected

. m she aocepts ths ●wardfrontT~ Orske,
the canter’s ktentjdurtngacamnronyontt watepsoftf ’reMeti
courthouse

F3RT?W#6859-ol 7.

@udb=J& y~e’ it ~

,Work If the pmd- lct is prover
effectfve,itwill ma!Iybeofbes
Ueebefomthepatfert5actuallyget
to the hospital, mdminktered
whiletheyareenro Ite,ekherfna
groundasirarrbu “amx.

Fur now, the question d
whethertheproduc worksbetter
than salineiaallb I1:this project
attemptsto answer.

“It’snot a queab.(111of whether
thts product sem= (asa boxcar.
We knowit does. ltsnotaques-
tionof whetherit’salfe.We know
itis.Thequestionis4m wegiveit,
can we give it ear1} enoughand
can we give it in VDhmles Suffi-
Cientenoughtosawe ive%”MOrris
said.

*’We’re confider t we’re nOt
going to make anyo ~eworse. Th e

question is can we n ake a signi f’-

cant number of peo Fl’L’better.” ■

Defibrillator .
%nIinuaf @I /iont fwgr

x was NancyConners.
The Antisrrhythmics

mwatora (AVID) “
nrolled patientswith ● M
lf Iifethreat@g alma
leartrhythmfnvolvfngthe
ricks, thepumpingchambe
hehea.rt.

Half theparticipantah
lqeroualy chaotic rhy
atled Ventricdar fibrilb
VFLwhile theotherhslfh
eriousven&dartxhy@
V’1)-atoo4astheartbeat1
nating from Iapid elect
mpukeafntheventri&

of theestimated350LKtct
ienca@acdeathe thatom
helhtkedstateseachyear,l
trebelievedto be due tot
wo conditionsWart ●ttack
ardiomyopsthy (heart mt
iiaeaee) are mmrtwt awe
VPandv’r.

Inthe AVIDtriaL pati
Wererandolnly asdgnadb
treatedwitheitheran&uli
Ulicdrltgsorwithanm.

AnIcDre4m@esdenge
arrhythrnkeandworketore
nnormsl rhythmbypdllf
hesrtor delivering anele
aho&Itie implantedben
theskin fnthecheetan
attachedtothehemtwitit Ie

Afteroneyear, patientefl
ICDgmupqdencedam
38p@centreducdonind(
compared with the ~
patients whowerefreated

r- U&z
about a2Spercentradudk
defdh%

-Wanthoughtherak
benefitforthehphtabkd
rflhwomarmpamdtod
&!clhedovertfme/the&.fel
between thetwotreah
strategies -evsnatthme j
“wast4tiuvery e@fWmt’
Claude LenfI@ dfrecmr o:
NafionalHear&Lungartd B
Institute, said in the I

Blair String (
AllVUMCfacultyand sta

members are invited to the E

StringQuartetBrownBag
Concertscheduled for
Wednesday,April30.

tlrinksand dessertwilllx
providedat the concert, whi(

I Pace 28





—
e. Copyright 1997 The Tennessean

The Tennessean

April 30,1997, Wednuday CITYEDITION
SECTION. NEW* Pg. 8A

LENGTH:122 words
r

PATIENT’S ~UST IS EMENTML

YotrvE
+

a terrible acoident.You’reIosingbled

You’ve rushedto a hi@y qytdifiedemergencyroow ldliChhas beenfdcrs
ancwbIoodsubstitute. Butthat~ureisstill in an

a@menta: ?-O _ my = itg but it =m= *thout your hd edge orC(

Isthat OKxtith you?

That3thee! m a of anissucourmntIy debatodover HemAss@ a blocd Subsdtu
HcalthCareCorp.LastMthcFoodandDmg
in the natiw inoludingVanderbii Uhiversi&

ahead totest substituteOnviotimsof car acci~ gunshotwounds 8IKiso fortl___

,
areofteninshocknot exactly anidealsituation tohave . thoughtfi

question-and -~ ~-= ~
why federal dies have dirwted participatingcenters to inform
about the &we snd get inputabout the plain Vanderbilthas fblIowcdthose

informinggroups suchastheh ktro Hum
Relations “ “onand MothersAgainstDrunk XMvingabout the phm

Cziticsf= the FDA’srdsxation of oonsent regulations for this su’MsnCecot
signalam mvayfi’oxnstrictpatientconsent.

Butthe anmerisprobablyf- aornewhczcin that Overwhelmill~senseof
w~iv to infbzzmWhereverpeoplecan be edm whether it be s an indj
patient or the broaderpopulatio~ the medical Profkon wins trust

Theruksfi mconsentfbr a substanoeused almost exclusivelyin amergCnoyroar
diffkrftomtk oseuscdin ~mq situations.

lho FDAn bs andVanderbiis effbrt seem to exhibit rcoognitionof tl)ei.mporta
of havingan inf’ public. But som~ hfOmltd consent of an in @idusl p

— is VMualIyic .possl%lc. That’s why a push for an inf’ed public must p :rsist.
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‘w 2UNR LAKE stem IL Z,p 60073

Reci ient’s Co. F w17%1?10 :c3e I/ca5t. +
Express Package Service Packages under 150/6s

Oelr,e,:r::T~:g:J ,
-.

piJFed@ytyovm& ❑~Fed!@a&m,mlght ,-JFeHla~ -1 k(Nexl“,,.. , m,,.(q) (s,..” “es, da”l

•1

❑&;;:,::;’””’’”’:” xl b,,,, ”,,, m.,”, ng ,I,vev to select I.oatmm)
< F.?dEx Letter 881, “01 w,,lable

Mm,nlum char e,
iOne pound Fed x 20w rate,

~ Express Freight Service Packageswer rwbk. L16y:,%g,:m#;::

❑ ~:;fi:%;[:’gh’ ❑ ::=fiDWFreIg”
wlwfo:uw%) w%%%;;=’”

(Call for delw!v schedule See backjg+@arled descriptions of freight product%)
r. 1

Packaging
M

FedEx
~ +er, cl!% ❑ %$5 ❑%

Does this shipment contain dangerous goods? ❑ % g=: ❑ ,,, ~j$%l
- ..

•1 w:,uN,845111_x_ kg 924
CA ❑ Cargo Aircraft~.

(DwemusGmds Sh$mws Declar,tt, ””ot,eq,,, red)

Payment

R:’ IQ%%.ln pcwent

❑ p:$~]::;wi;’n~o

❑ Third Perty ❑Credq ❑ &:k
,,,110,)1W!llk MIMI (Enter Fedkx ,,,,,<., no or Cr@d!tCard no belwl

‘-P

Address ‘21/%2 AMi # U#J ‘M t d~
(To HCIW 6.1%dcx Iocmnn, pm FedEx address here}

~1

)

Q f,r.ti.)it{< Stete!hl-- Zip 36$ g 7 Total Declered Value’

ForHOI.Oat FedErrLocation check here
Tobl Charges

,,
~ Hold Seturday INOt WO,i,bIe .I ,11 lb,,t,..,)

U htiEx Sra.dard uvamg.r, J;.:: “w. -UN.

~
$’

5474453725
YOW wnatwe authomes Federal Express to delwer lh(s shlP -
nmm wirhout obtam,ng a sgw.r.d and wee, tc ,ndemn,~

Questions?
Call 1.800 .Go.%cEx
(1-800-463-3339)

kx!4 Rev Da,, 6 !+
PART$147956

.31594 9s MC,
PRINTEEJ. U#
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